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copies of the novation agreement con-
taining the provisions specified in
paragraph (b) of this section, and one
copy of other relevant documents re-
quired by CMS.

(3) CMS’s determination. When review-
ing a novation agreement, CMS makes
a determination concerning the fol-
lowing:

(i) The proposed new owner is in fact
a successor in interest to the contract.

(ii) Recognition of the new owner as
a successor in interest to the contract
is in the best interest of the Medicare
program.

(iii) The successor organization
meets the requirements to qualify as a
PDP sponsor under subpart K of this
part.

(b) Provisions of a novation agreement.
A valid novation agreement requires
the following:

(1) Assumption of contract obligations.
The new owner must assume all obliga-
tions under the contract.

(2) Waiver of right to reimbursement.
The previous owner must waive its
rights to reimbursement for covered
services furnished during the rest of
the current contract period.

(3) Guarantee of performance. The pre-
vious owner must—

(i) Guarantee performance of the con-
tract by the new owner during the con-
tract period; or

(ii) Post a performance bond that is
satisfactory to CMS.

(4) Records access. The previous owner
must agree to make its books and
records and other necessary informa-
tion available to the new owner and to
CMS to permit an accurate determina-
tion of costs for the final settlement of
the contract period.

§423.553 Effect of leasing of a PDP
sponsor’s facilities.

(a) General effect of leasing. If a PDP
sponsor leases all or part of its facili-
ties to another entity, the other entity
does not acquire PDP sponsor status
under section 1860D-12(b) of the Act.

(b) Effect of lease of all facilities. (1) If
a PDP sponsor leases all of its facilities
to another entity, the contract termi-
nates.

(2) If the other entity wishes to par-
ticipate in Medicare as a PDP sponsor,
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it must apply for and enter into a con-
tract in accordance with §423.502.

(c) Effect of partial lease of facilities. If
the PDP sponsor leases part of its fa-
cilities to another entity, its contract
with CMS remains in effect while CMS
surveys the PDP sponsor to determine
whether it continues to be in compli-
ance with the applicable requirements
and qualifying conditions specified in
subpart K of this part.

Cov-
and

Subpart M—Grievances,
erage Determinations,
Appeals

§423.560 Definitions.

As used in this subpart, unless the
context indicates otherwise—

Appeal means any of the procedures
that deal with the review of adverse
coverage determinations made by the
Part D plan sponsor on the benefits
under a Part D plan the enrollee be-
lieves he or she is entitled to receive,
including delay in providing or approv-
ing the drug coverage (when a delay
would adversely affect the health of
the enrollee), or on any amounts the
enrollee must pay for the drug cov-
erage, as defined in §423.566(b). These
procedures include redeterminations
by the Part D plan sponsor, reconsider-
ations by the independent review enti-
ty, ALJ hearings, reviews by the Medi-
care Appeals Council (MAC), and judi-
cial reviews.

Appointed representative means an in-
dividual either appointed by an en-
rollee or authorized under State or
other applicable law to act on behalf of
the enrollee in obtaining a coverage de-
termination or in dealing with any of
the levels of the appeals process. Un-
less otherwise stated in this subpart,
the appointed representative has all of
the rights and responsibilities of an en-
rollee in obtaining a coverage deter-
mination or in dealing with any of the
levels of the appeals process, subject to
the rules described in part 422, subpart
M of this chapter.

Drug Use means an enrollee is receiv-
ing the drug in the course of treat-
ment, including time off if it is part of
the treatment.

Enrollee means a Part D eligible indi-
vidual who has elected or has been en-
rolled in a Part D plan.
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